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Code: 681-~17354

Date of issue: June 17, 1992 Ref.: 074488
1. Identification  Enoxaparin

1.1  Manufacturer
Rhéne-Poulenc Rorer Active Principles
Production Center of Vitry-Villeneuve-La-Garenne
B.P. 35 94403 Vitry Sur-Seine Cedex France

1.2 Department to be contacted Safety
Telephone (33-1) 46 85 91 91

2. Composition/Information on the components
’ . RN OA8: 0041-08-1
EINECS: 232-801-7 for heparin

Substances presenting.a danger Enoxaparin
Impurities.presenting a danger : None .
Other information low molecular weight

heparin sodium, molecular

weight approximately 4500

3. Identification of the dangers
None

|
; 4. First aid ;
In case of contact with the eyes : wash immediately
~ with a large amount |
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of water for: at
least 15 minutes.

In case of persistent irritation: consult an
. ophthalmologist.
In case of ingestion: ‘ consult a doctor and

show him the package
or the label.

5. Fire-fighting measures
5.1 Recommended extinguishing

method: sprayed water, foanm,
powder.
5.2 Contraindicated extinguishing '
method: concentrated jet of
A water.
5.3 Particular dangers™of fire or
explosion: emission of nitrogen and

e

sodium oxides.
5.4 Particular fire-fighting protective measures: wearing
~ of self-contained mask recommended.

6. Measure to be taken in case of accidental dispersion

6.1 Individual precautions: dust mask, gloves,
| glasses, protective
ciothing.
6.2 Precautions for the protection
of the environment: collect the product with

a scoop to the maximum,
then wash with a large
amount of water.
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6.3 Methods of cleaning: rinsing with a large
amount of water.
7. Handling and storage
7.1 Handling: under a hood
7.2 Storage: in sealed packages

8. Explosion control/individual protection
8.1 Respiratory protection: dust mask
8.2 Protection of the hands: gloves
8.3 Protection of the eyes: glasses
8.4 Protection of the skin: work clothes
8.5 Particular measure of hygiene: shower after working

9. Physical and chemical properties
9.1 Appearance: white to yellowish white powder
9.2 Odor: practically odorless
9.3 pH: 6 to 7.5 in 20 g/L aqueous solution
9.4 Boiling point: not applicable
9.5 Melting point: undetermined
9.6 Flash point: not applicable
9.7 Flammability (solid): undetermined
9.8 Spontaneous ignition capability: undetermined
9.9 Dangers of explosion: yes, in case of the dust
9.10 Oxidant properties '
9.11 Vapor pressure: not applicable
9.12 Apparent density: 0.55
9.13 Solubility: water solubility: 50 g/liter

BEST POSSIBLE COPY

36

2-1-141




Alcohol, acetone, benzene, chloroform: practically
insoluble » ‘
9.14 n-octanol/water partition coefficient: undetermined

10. Stability and reactivity
10.1 Conditions to be avoided: accidental mixtures
10.2 Materials to be avoided: strongkoxidizing agents
10.3 Dangerous products of decomposition: nitrogen and
sodium oxides

11. Toxicological information
LD50, orally in mice: higher than 5000 mg/kg (RTECS up-dated
the 1st trimester 1992)

12. Ecological information: undetermined
’ ~
13. Considerations relating to elimination
: Product: incineration in an authorized installation.
! ~ Contaminated packages: incineration of the packages which
B have been in direct contact with the product, in an authorized
installation.

14. Information relating to transport
Requlations for transporting dangerous materials do not
apply to the products.

15. Regulatory information
European voluntary labeling: not applicable.




Particular conditions relating to the dust: limit value of
exposure (LVE) 1 mg/m’ of air, for 8 hours of exposure
(determined from the therapeutic dose).

Note: Comply with any other national conditions which are
applicable.

16. Other information
16.1 Recommendations relating to training: notify
concerning the precautions to be taken and equip the personnel.
16.2 Uses: pharmaceutical uses, antithrombotic.
The drug obtained from this active material is Lovenox

16.3 Source of the principal data used in the card: Rhéne-
Poulenc Rorer documentation, Merck Index 1l1th edition, Dangeérous
Properties of Industrial Materials 7th edition.

Important

This card completes the technical information for use, but
does not replace it. The information it contains is based on the
state of our knowledge relating to the product in consi@eration
on the date when it is issued.

In no case does this information relieve the user of the
product from the responsibility of referring to the official
texts in force in order to know his obligations in the matter of
hygiene, safety, and environment on this subject. The attention
of the users is also drawn to the possible risks that are run
when a product is used for uses other than those for which it is
designed and provided for by this card.
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This information is given in good faith and involves no
guarantee or obligation on our part for any reason whatsoever.

APPEARS TH!S WAY

o
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Dute d'édlion 1 17 Juin 1992 ' RAt ¢ 074480

—————

1. DENTIFICAION ENOXAPARINE

1. 1 Pabricart RHONE-POULENG RORER PRINCIPES ACTIPS
Conire do Productan dv VHRYMLLENEUVE.L&GARENNE

BP.As 94403 VITRY SUR-SEINE Cadax

1.2 Sarvicy & contacter sécurlié A CHERIL L LIRS

2. COMPOSITON / INFORMATIONS SUR LES COMPQOBANTS

AN OAS : 0041081
EINECS : 232801-7 powt héparine
Sulstance apportant un dangst : Enoxaparing ‘
Impuretéa présentant Un dangor + néant
Autrot domnies . Héperine sodiqua de fuitte polds moldoulsire ]
1 polds maléoulalre 4500 anviruit e
3. IOENTIFICATION DES DANGERS L
. NEANT §
Honmemn o _
«. PREMIERS SECOURS ¢/
&M
En cas de contact aves los yaux . laver mmédiatament ¥t abondammaent avec dd Lame
T'equ pendant su moins (& ndonstes. [
£n cas d'leftation parsistante . - consulier un ophaimatogiste.
En cas dingaetion . consutter im médecin et lul montror 'embatags frosnnn
: ou ['éliquets. &7
R
(am]
8. MESURES DE LUTTE CONTRE LINCENDIE
5.{Moyens d'extinction reenmmaruiéa + aau pUNArsSY. Mousses, poudte.
8.2 oonatre Andiquén : Jat d'eau-biton
§.9 Dangers panicutiers dlacendis ou g'opiotion - - gmission ¢'oxydes d’azote et aa sodium
5.4 Masuros particutioren da prutection dens la ktte contre Fncandly : port de masquo autoname
racomnindé.
& MESURESAPAENORK EN CAS DE DISPERSION ACOIDENTEULE
¢.1 Précautiont Indivictiiales : marque & wussl&-o , garte, lungttes, vitamart
g protactioln,
8.2 Précattions pour la protestion do 'environnamerk 1 FAMASE! lo produR 812 palle sy maximum, puie
laver ¥ grande cau.
&3 Méthodes de nettoyage ; ringage A oande saU. 4 C
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7. MANIPULATION ET 6TOCKAGE

7.4 Manipiladon st holly
7.2 tookege i-¢h ambalagan stanchea.

& CONTROLE DE LEXPOSITION / PROTECTION INDIVINDUELLE

a1 Prutection mspiratoiro ' + masqué & pousoldres
8.2 Protection des inakns - : gans '
8.3 Protection dos yelx : luneties
8.4 Protection da la peau : vbtementa do traval
8.6 Masute J'hygRne partiouiidre « douchy apris la traval.
, e
. PROPRIETES PHYSIQUES ET CHIMIOUES e
' (-
9. t Aspect : poudre bianche & blano jaindtre w
Q. 2 Odwy < pratiquement inodore ;
6.9 pH : 84 7.5 & solutiun aqueuse & 20/ltre o]
9. 4 Palnt d'ébutidion + non applicable sl
. 8. 8 Polnt de fuslon : non déterming (i
€. ¢ Palrt ¢'éclalr ) + non apypticabls L]
0. 7 lafammabins (rolide) : : non déterminda &7 ¥
$. 8 Atto-infammabiké % non détermlnée (P
9. 9 Dungers d'explosion + ol pour les pousaldres m
0.10 Propriatés cixnburantes : non O
€.11 Pression de vapeilr : nonspplicetle
9.12 Deneitd apparento a8 M
.13 Sclubiré: hydrosolublind 1 B0y/uitre m
Aleool, Acéiona, Senzine, Chioroforma ¢ pratiquemant lnsulbles b
8.14 Cocfficnt do panage noctand/eau + non déterming £

10. STABIUTE ET REACTONITE

10.1 Condtions & dviter : les mélanges ktampentife
10.2 Mazlbros & eviter + las oxydania pulgeants
10.3 Prodiits ce décomposition dangersitx : uxydes d'azote ot de sodium

11, INFORMATIONS TOXICOLOQIQUES

DLSG vole crals souns : H nupédaxetsooomﬂto(mcsm&hurw
trimastra 52 )




, &

18. INFORMATIONS ECOLOQIQUES
nan détormindes

13, CONSIDERATIONS REI ATIVES A L'ELIMINATION

Produtt . tneindration duis une installation auterisde.
Emballages contaminAs - Incinération dos smhelizges ayam &4 dirsctamont on contact
“aveo lo produR en Insteliation autorksée.

14. INFONMATIONS RELATIVES AU TRANSFPORT

Prodult non corerné par fes réglam«mhnl du transpon das 1natires dangarsusos.

16. INFORMATIONS REQLEMENTAIRES

Fiiquatagy volarmalre suropéen + non concarng

Diuposkions particuliires concornant les potissibrus : valeur HmRe desposition ( VLE )} 1mg/ 3 d'ak, pour
04 expArtion dv 8 heures (ditermination & parte d 11 dosa Likrepeutiqus )

N.D. : Ga conformor & touts auma digposition nationale applicable

16 AUTRES INFORMATIONS

1€.1 Consalla relatlts & ld luimation ; avertir des pracautions A prendre et équiper lo parsonnal
concams de mayens sséaimts de prtection individuslio
18.2 Utlisations + usayes phamaceutiquos, antiivombotiqua.
Le médiramont ubianu & partic do Sotie matiére activa ast le Lovensx (iaboratoiro Pharmuka )
18.3 Sourco des principales dnnnéay ulliisées dans la ficho + documentation Rhidne-Poulens Roror.
ek Indox 1 1dma &1kion
Dangeraus Properties of Industrial Materials 7éme édiion

HMPORTANT

Cotis Aetia cOMOU 1 NUNICe lechnique d'vilisation mais me 1a 1aMplacs PAS. LoT KN grements qu'ele contita 1ot YU TR V4
T\t 0¢ A0 canAssances reletives wy produit conoscnd, & ta ddte o6,

€A SUCU ULE 00l renpsignomaentt ae Slapanannt 1\REIAEM UL Oy DIV Ay 14 reportet s riss olficlas en viGUgul pow tavatus
o3 obiigations QUi Wl incombent ed matiéne ENyoAAs, Ue sbcunlh of d'enviconatment #n ke matide.L XTANToON tas Wilsaleury ot
an SUte aRicke S 104 tiaisee Bveatudlismen eaduruy oraquiun produft ort LTXiab 4 4 BUTEL USAQEY Que Ceux pout foquel il ont
oangu o1, prévae pac ceie tiche.

Ot tensalgnamantl 101 durvide da beane fol o Airmpliquent 210une GAIANYS, Al Bt INGAGeMEnt de MOYE AR PO QUAIUT
oM QU 8 BOtL
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Page 1

MATERIAL SAFETY DATA SHEET

MSDS Date:  8/17/92 Prepared by: Gayla J. McCluskey
Revision #1

1.

PRODUCT AND COMPANY IDENTIFICATION
Lovenox® Injection

RHONE-POULENC RORER

500 Arcola Road, P.O. Box 1200
Collegeville, PA 19426-0107
Emergency Phone: (215) 454-8000

COMPOSITION/INFORMATION ON INGREDIENTS

A sterile solution of enoxaparin in water. Enoxéparin is a depolymerized heparin
obtained from porcine mucosa.

HAZARDS IDENTIFICATION
EMERGENCY OVERVIEW

No known hazards in handling product.

Potential Health Hazards

EYE: No data

SKIN: No data. Some patients receiving this product by injection show local
redness and swelling. .

INGESTION: No data

INHALATION: No data

CHRONIC EFFECTS: No long term studies have been performed to evaluate
carcinogenic potential.  Short term genetic toxicity tests were negative for
chromosomal damage. No fertility or reproductive effects were observed in rats.
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Product Name: Lovenox® Injection ' Page 2

4. FIRST AID MEASURES
EYES: Flush w1th water. If irritation occxirs, obtain medical attention.
SKIN: Wash with soap and water. If irritation occurs, obtain medical attention.
INGESTION: Rinse ;xcess from mouth. "Obtain medical attention.
INHALATION: Obtain medical attention.
NOTE TO PHYSICIANS: Additional details are available on the package
insert or in the Physicians’ Desk Reference.

S. FIRE FIGHTING MEASURES

FLAMMABLE PROPERTIES:
FLASH POINT: None  Method: Not applicable

FLAMMABLE LIMITS:

Lower flammable 1limit: Not applicable

Upper flammable limit: Not applicable
AUTOIGNITION TEMPERATURE: None
HAZARDOUS COMBUSTION PRODUCTS: None

EXTINGUISHING MEDIA: Packaging material fires may be extinguished
with water, carbon dioxide, halon or dry chemical.

FIREFIGHTING INSTRUCTIONS: Firefighting in confined spaces requires
full protective gear and supplied air respiratory protection.
6. ACCIDENTAL RELEASE MEASURES

SMALL SPILL: Absorb on paper towels. Deposit in suitable container for
disposal. Broken glass requires additional caution.

LARGE SPILL: Contain spill. Absorb on suitable medium and deposit in
container for disposal. Mop area. ‘




Product Name: Lovenox® Injection | Page 3

7. HANDLING AND STORAGE
HANDLING: Protect package from physical damage

STORAGE: Store at temperature below 250C. Do not freeze.

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

ENGINEERING CONTROLS: Manufacturing and packaging operations should
be designed to offer no significant exposure to this material. = Sterile operating
conditions should prevent exposure.

RESPIRATORY PROTECTION: Once packaged, none required.

SKIN PROTECTION: = Once packaged, none required. Protective gloves
recommended for administration of product and spill clean up.

EYE PROTECTION: Once packaged, none required.

AS

9. PHYSICAL AND CHEMICAL PROPERTIES

BOILING POINT: Approx. 212¢F

MELTING POINT: N/A

VAPOR PRESSURE: As water

VAPOR DENSITY: As water

SOLUBILITY IN WATER: Soluble

SPECIFIC GRAVITY: 1-1.11

pH: 5.5-7.5

ODOR: No data

APPEARANCE: Clear colorless to pale yellow solution in 30ml syringe.

10. STABILITY AND REACTIVITY

CHEMICAL STABILITY:  Product has a shelf life that is temperature
dependent. '

INCOMPATIBILITY: No data
HAZARDOUS DECOMPOSITION PRODUCTS: No data

HAZARDOUS POLYMERIZATION: Will not occur
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Product Name: Lovenox® Injection : Page 4
11. TOXICOLOGICAL INFORMATION
Manufacturing and packaging employees should consult the MSDSs for the

ingredients of this product. Product information is described on the package
insert or in the Physicians’ Desk Reference.

12. ECOLOGICAL INFORMATION

No data

13.  DISPOSAL CONSIDERATIONS

Not a listed hazardous waste. Observe all Federal, State, and local regulations

14.  TRANSPORT INFORMATION

Not a regulated material

A

15. REGULATORY INFORMATION

No additional data

16. OTHER INFORMATION

Please report to the manufacturer any allegations of health effects resulting from
handling or accidental contact with this material.

The information contained herein is based upon data considered true and accurate. Rhéne-
Poulenc Rorer makes no warranties, express or implied, as to the adequacy of the information
contained herein. This information is offered solely for the user's consideration, investigation,
and verification.
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